»

)
n
[y

#

v‘v; ' | ) N WK
S I YL 4

“o" , vy . ’
o2t nt s 1A8S B MY 23 P236

i
i

April 15,2005

'

n nle (IR
Office of DPWIC}. Nutritionals (i S-450)

Center for Food Safety and Applied Nutntmn
U.S. Food and Drug Administration

5100 Paint Branch Parkway '

College Park, MD 20740-3835

Subject:

Product———ProMfass

(hY

. Dear Sir/Madam:

This notification is being submitted on behalf of Neways International, Inc., 2089
Neways Drive, Springville, UT 84663, a distributor of dietary supplement products.

Pursuant to the requirements of Section 6 of the Dietary Supplemcnt Health and
Education Act of 1994, 21 U.S.C. 343 (1) (6), and in accordance with the provisions of 21
CFR 101.93 (a), your Agency is hereby notified that Neways International, Inc. has made
structure function claims as described in 21 U.S.C. 343 (1) (6) (A), for its dietary
supplement ProMass, as‘follows:

Statement 1: ' - Enhance your fat reduction with the benzﬁts of CLA.

" ProMass is specially formulated with essential nutrients
from plant sources to supplement your diet without
unhealthy fats or cholesterol, and to support a proper
nutritional balance in your body.

Dietary Ingredient(s): Conjugated Linoleic Acid (CLA)

The undersigned certifies that the information contained in this notice is complete

and accurate, and that Neways International has substantiation that this statement is
truthful and not mxsleadmg

Sincerely,

Michael Cunningham, CEO
Neways International
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